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DETAILED ACTION 

This Action is in response to the amendment filed on 1/29/2008. Claims 1, 4, 5, 14, 15, 
and 28 have been amended and claims 2 and 3 have been cancelled. Currently, claims 1 and 4-28 
are pending in the instant application. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1, 4, 5, 8-15, and 21-28 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Cox et al. (US 6,234,167) in view of Poole (US 6,158,431). 

Regarding claims 1, 14, and 28, Cox et al. discloses an inhaler comprising a medicament 
supply (37), an ejector (29, 33) having a performance characteristic and a programmable 
controller configured to actuate the ejector using an operational parameter with a correction 
factor based on the performance characteristic of the ejector (column 7, lines 15-30 and column 
8, lines 1-45). Cox et al. also discloses an accumulator (tube 27) in fluid communication with the 
ejector and a valve (35) intermediate the medicament supply and the accumulator (see Figure 1). 
Please note that the tube (27) is considered an accumulator as defined by the instant specification 
on page 3 as a volume in fluid communication with the ejectors. Cox et al. further discloses a 
pressure sensor (pressure drop sensing device; column 4, line 29) to sense the pressure in the 
accumulator. The valve (35) is configured to open and close in response to the sensed pressure 
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within the accumulator to regulate medicament pressure at the ejector (see column 4, lines 29-33 
and lines 45-47; i.e., the valve opens upon a sensed pressure drop caused by inhalation near the 
end of the accumulator (27) and then closes after a predetermined amount of time). To the extent, 
if any, that Cox et al. is silent as to a correction factor, Poole teaches an inhaler having an ejector 
having a performance characteristic and a controller configured to actuate the ejector using an 
operational parameter including a correction factor based on the performance characteristic of 
the ejector (column 5, line 65-column 6, line 2, and column 7, lines 1-5). Therefore, it would 
have been obvious to one of ordinary skill in the art at the time of the invention to have used a 
correction factor in the device disclosed by Cox et al. as taught by Poole in order to produce the 
desired performance characteristic (and thus, desired dosage) in a given environment and for a 
given user. 

Regarding claims 4 and 5, Cox et al. discloses that the valve (35) intermediate the 
medicament supply and accumulator that is operated by the controller (see column 5, lines 20- 
45). Adjustment of the compliant member (45) would increase pressure in the accumulator. 

Regarding claims 8-11, Cox et al. discloses that the operational parameters controlled can 
include drop ejection frequency, the dosage (i.e., total drops ejected), medicament pressure (via 
the valve), or ejector temperature (via a heater) (see column 6, lines 60-67, column 7, lines 15-30 
and column 8, and lines 5-10). 

Regarding claims 12 and 13, the correction factor disclosed by Poole can be considered 
static or dynamic. For example, as humidity changes, the correction factor changes accordingly 
(Figure 10) and would therefore be considered dynamic. However, if humidity remains the same, 
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the correction factor can be considered a static correction factor based on the drop drying length, 
temperature, and drop size. 

Regarding claims 15 and 21-27, although Cox et al. as modified by Poole does not 
specifically disclose the recited calibration steps (i.e., determining a correction factor to produce 
the target output from the inhaler), the modified Cox et al. device has all of the structural 
limitations needed to perform the recited method steps and is fully capable of doing so. 
Specifically note that the controller of Cox et al. is programmable (column 8, lines 5-15). It 
would have been obvious to one of ordinary skill in the art at the time the invention was made, 
upon seeing the modified Cox et al. device, to perform the recited method steps of the instant 
claims in order to calibrate the inhaler. In addition, Poole explicitly discloses that the inhaler and 
sensors should be calibrated so that the desired performance characteristic can be achieved by 
varying the operational parameters (column 12, line 40-column 13, line 15). 

Claims 6, 7, and 16-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Cox et al. and Poole, as applied to claims 1, 4-5, 8-15, and 21-28 above, and further in view of 
Poole et al. (US 5,278,626). 

Regarding claims 6 and 7, Cox et al. as modified by Poole does not explicitly disclose 
determining the ejected drop volume or weight. However, Poole does disclose that the droplet 
inspection determines the size, shape, and concentration of the droplets. Determining droplet 
volume or weight from this information is considered a design consideration to one of ordinary 
skill in the art. It appears that Poole's device is fully capable of determining droplet volume and 
weight from the collected information. In addition, Poole et al. teaches that determining volume 
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from droplet diameter in an inhaler is well known in the art (column 6, line 65-column 7, line 5). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time of the 
invention to use drop volume or weight for the performance characteristic instead of drop size 
for a more accurate determination of the amount of medication being delivered to the patient 
with each drop. 

Regarding claims 16-20, the modified device disclosed by Cox et al, Poole and Poole et 
al. has all of the structural limitations needed to perform the recited method steps and is fully 
capable of doing so. It would have been obvious to one of ordinary skill in the art at the time the 
invention was made, upon seeing the modified Cox et al. device, to perform the recited method 
steps of the instant claim. In addition, Poole discloses calibrating the inhaler and sensors so that 
the desired performance characteristic can be achieved by varying the operational parameters 
(column 12, line 40-column 13, line 15). 

Response to Arguments 

Applicant's arguments filed 1/29/2008 with respect to the sensor (48) of Cox et al. have 
been considered and are persuasive. Sensor (48) only measures pressure within a separate 
chamber (47) holding pressurized gas (G) and the supply of fluid (37). Chamber (47) does not 
include accumulator (27) as previously interpreted by the examiner. However, the added 
limitation of the valve being "configured to open and close in response to a sensed medicament 
pressure within the accumulator" prompted the reconsideration of the Cox et al. reference in 
which the pressure drop sensing detector (column 4, lines 29) configured to control the 
opening/closing of the valve (35) was found to read on the amended claims. The amendment 
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involving the new limitation of the valve being configured to be opened and closed in response 
to the sensed pressure in the accumulator necessitated the reconsideration and new grounds of 
rejection and therefore, this Action is made Final. 

In response to applicant's arguments involving the Poole et al. reference, examiner notes 
that Poole et al. was cited merely as evidence that it is well known that determining volume from 
droplet diameter in an inhaler is well known in the art. In response to applicant's arguments 
against the reference individually as not comprising all of the claimed elements, one cannot show 
nonobviousness by attacking references individually where the rejections arc based on 
combinations of references. See In re Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 1981); In re 
Merck & Co., 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 1986). 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
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however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kristen C. Matter whose telephone number is (571) 272-5270. 
The examiner can normally be reached on Monday - Friday 9-4. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on (571) 272-4835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Kristen C. Matter/ 
Examiner, Art Unit 3771 

/Justine R Yu/ 

Supervisory Patent Examiner, Art Unit 3771 



